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DETAILED ACTION 

1 . This office action is in response to application no. 10/567520 filed on 02/09/2007. 

Specification 

2. The disclosure is objected to because of the following informalities: On page 3, 
and sporadically throughout the application, the spelling utilized for pressurisable, 
pressurisation, pressurise and other variants of the word pressurize is inconsistent with 
US convention and practice. 

3. On page 3, line 1 7, the language of the following phrase seems incorrect: "The 
left patch device 1 a is positioned engaged with". 

Appropriate correction is required. 

Claim Rejections - 35 USC § 102 

4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

5. Claim(s) 1 - 5 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Woodard et al. (WO 98/55165, herein Woodard). 

Regarding claim 1, Woodard discloses an implantable direct cardiac 
compression device comprising: a body having a flexible frontal cardiac compression 



Application/Control Number: 10/567,520 Page 3 

Art Unit: 4148 

wall, 95, and a rear wall, 94, together defining a pressurizable chamber, said cardiac 
compression wall being adapted to be affixed to the wall of a ventricle of a heart and to 
compress the ventricle upon pressurization of said chamber, said rear wall being stiffer 
than said cardiac compression wall, said body having two opposing lateral sides; and 
two flexible flaps, 107, one of said flaps extending from one of said lateral sides of said 
body and the other of said flaps extending from the other of said lateral sides of said 
body, said flaps being adapted to be affixed, sutured, to the ventricle wall (Page 40, 
Line 14 - Page 41, Line 19 & Figure 12 & Figure 14). 

Regarding claim 2, Woodard discloses wherein said cardiac compression wall 
and said flaps each have a surface layer formed of a biointegratable material for affixing 
to the ventricle wall by biointegrating with the ventricle wall (Page 40, Lines 20 - 21 ). 

Regarding claim 3, Woodard discloses wherein each of said flaps is able to be 
trimmed with the use of scissors or the like (Page 41 , Lines 6 - 9). 

Regarding claim 4, Woodard discloses wherein said cardiac compression wall is 
adapted to be affixed to the left ventricle of a heart (Abstract). 

Regarding claim 5, Woodard discloses wherein said flaps each comprise said 
flap surface layer and a reinforcing layer secured to said flap surface layer for suturing 
to the pericardium encasing the heart (Page 41 , Lines 15-19). 

Claim Rejections - 35 USC § 103 

6. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

7. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

8. Claim(s) 6 and 8 are rejected under 35 U.S.C. 1 03(a) as being unpatentable over 
Woodard et al. (WO 98/55165, herein Woodard) in view of Rubin (US 5,910,124). 

Regarding claim 6, Woodard discloses a method of treating a failing heart 
comprising the steps of: providing a left implantable direct cardiac compression (DCC) 
device having a body comprising a flexible frontal cardiac compression wall, 95, and a 
rear wall, 94, together defining a pressurizable chamber, A, B, C, D, or E, said left DCC 
device rear wall being stiffer than said left DCC device cardiac compression wall, said 
left DCC device further having two flexible flaps, 107, one said flap extending from one 
lateral side of said left DCC device body and the other of said flaps extending from an 
opposing lateral side of said left DCC device body; introducing a right direct cardiac 
compression (DCC) device through said incision into the pericardial space of the 
patient, said right DCC device having a body comprising a flexible frontal cardiac 
compression wall, 95, and a rear wall, 94, together defining a pressurizable chamber, A, 
B, C, D, or E, said right DCC device rear wall being stiffer than said right DCC device 
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compression wall; securing said right DCC device cardiac compression wall to the right 
ventricle of the heart; securing said left DCC device cardiac compression wall and flaps, 
107, to the left ventricle of the heart; periodically pressurizing said chamber of each of 
said left and right DCC devices to assist contraction of the left and right ventricles during 
systole (Page 40, Line 14 - Page 41 , Line 19 & Figure 12 & Figure 14). 

Woodard fails to disclose creating an incision through the chest of a patient to be 
treated, said incision extending through the pericardium of the patient; introducing a left 
implantable direct cardiac compression (DCC) device through said incision into the 
pericardial space of the patient. 

However, Rubin teaches a method that includes creating an incision through the 
chest of a patient to be treated, said incision extending through the pericardium of the 
patient; introducing a left implantable direct cardiac compression (DCC) device through 
said incision into the pericardial space of the patient (Col. 3, Lines 15-49). 

9. A person of ordinary skill in the art, upon reading the reference, would have 
recognized the desirability of improved methods of implantation as taught by Rubin to 
achieve effective implantation of the cardiac assist device. Thus, it would have been 
obvious to a person having ordinary skill in the art at the time of the invention to try the 
improved implantation method as taught by Rubin, as a person with ordinary skill has 
good reason to pursue the known options within his or her technical grasp. 

10. Regarding claim 8, Woodard discloses wherein said right DCC device cardiac 
compression wall and said left DCC device cardiac compression wall and flaps are 
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secured to the right and left ventricles respectively by biointegrating with the right and 
left ventricles respectively (Page 41 , Lines 5 - 9). 

1 1 . Claim 7 is rejected under 35 U.S.C. 103(a) as being unpatentable over Woodard 
et al. (WO 98/55165, herein Woodard) in view of Rubin (US 5,910,124) as applied to 
claim 6 and further in view of Ramos Martinez (US 5,133,744, herein Ramos). 

Regarding claim 7, Woodard in view of Rubin disclose all the limitations as 
stated above, but fails to disclose the step of securing each of said flaps to the 
pericardium on opposing sides of said incision. 

However, Ramos teaches the method of assisting heart function further 
comprising the step of securing each of said flaps to the pericardium on opposing sides 
of said incision (Col. 3, Lines 61 - 66). 

12. A person of ordinary skill in the art, upon reading the reference, would have 
recognized the desirability of securing the DCC to achieve cardiac compression. Thus, 
it would have been obvious to a person having ordinary skill in the art at the time of the 
invention to try securing method as taught by Ramos, as a person with ordinary skill has 
good reason to pursue the known options within his or her technical grasp. 

13. Claim(s) 9- 10 and 12 - 17 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Woodard et al. (WO 98/55165, herein Woodard) in view of 
Grooters(US 5,131,905). 

Regarding claim 9, Woodard discloses an implantable direct cardiac 
compression system comprising: a left implantable direct cardiac compression (DCC) 
device having a body comprising a flexible frontal cardiac compression wall, 95, and a 
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rear wall, 94, together defining a pressurizable chamber, A, B, C, D, or E, said left DCC 
device cardiac compression wall being adapted to be affixed to the left ventricle of a 
heart and to compress the left ventricle upon pressurization of said left DCC device 
chamber, said left DCC device rear wall being stiffer said left DCC device cardiac 
compression wall; a right implant, able direct cardiac compression (DCC) device having 
a body comprising a flexible frontal cardiac compression wall and a rear wall together 
defining a pressurizable chamber, said right DCC device cardiac compression wall 
being adapted to be affixed to the right ventricle of the heart and to compress the right 
ventricle upon pressurization of said right DCC device chamber, said right DCC device 
rear wail being stiffer than said right DCC device cardiac compression wall(Page 40, 
Line 1 4 - Page 41 , Line 1 9 & Figure 1 2 & Figure 1 4). 

Woodard fails to disclose wherein said body of one of said DCC devices is 
provided with at least one strap extending from opposing lateral sides thereof and 
adapted to extend around the heart and said body of the other of said DCC devices in 
use. 

However, Grooters teaches an implantable DCC system wherein said body of 
one of said DCC devices is provided with at least one strap extending from opposing 
lateral sides thereof and adapted to extend around the heart and said body of the other 
of said DCC devices in use (Col. 3, Lines 29 - 33). 

14. A person of ordinary skill in the art, upon reading the reference, would have 
recognized the desirability of securing the DCC to achieve cardiac compression. Thus, 
it would have been obvious to a person having ordinary skill in the art at the time of the 
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invention to try securing technique as taught by Grooters, as a person with ordinary skill 
has good reason to pursue the known options within his or her technical grasp. 

Regarding claim 10, Woodard discloses wherein said right DCC device 
comprises said one DCC device and said left DCC device comprises said other DCC 
device. 

Regarding claim 12, Woodard discloses wherein said straps are formed of a 
bioabsorbable material (Page 40, Lines 20 - 21 ). 

Regarding claim 13, Woodard in view of Grooters discloses all of the limitations 
of claim 10 but fails to disclose wherein said right DCC device is provided with two said 
straps each extending from each lateral side of said right DCC device body. 

However, Grooters teaches an implantable DCC system wherein said right DCC 
device is provided with two said straps each extending from each lateral side of said 
right DCC device body. 

1 5. It would have been obvious to a person having ordinary skill in the art at the time 
of the invention to use multiple straps to secure the DCC, since it has been held that 
mere duplication of the essential working parts of a device involves only routine skill in 
the art. 

Regarding claim 14, Woodard discloses wherein said cardiac compression wall 
of each said DCC device has a surface layer formed of a biointegratable material for 
affixing to the respective ventricle wall by biointegrating with the respective ventricle wall 
(Page 40, Lines 20-21). 
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Regarding claim 15, Woodard discloses wherein said left DCC device is 
provided with two flexible flaps, 107, one of said flaps extending from a lateral side of 
said body and the other said flaps extending from an opposing lateral side of said body, 
said flaps adapted to be fixed to the left ventricle wall (Figure 12). 

Regarding claim 16, Woodard discloses wherein each of said flaps is able to be 
trimmed with the use of scissors or the like (Page 41 , Lines 6 - 9). 

Regarding claim 17, Woodard discloses wherein said flaps each have a surface 
layer formed of a biointegratable material for affixing to the left ventricle wall by 
biointegrating with the left ventricle wall (Page 40, Lines 20 - 21). 

16. Claim 11 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Woodard et al. (WO 98/55165, herein Woodard) in view of Grooters (US 5,131,905) 
as applied to claim 10 and further in view of Gellman et al. (US 6,042,534, herein 
Gellman). 

Regarding claim 11, Woodard in view of Grooters discloses all of the limitations 
of claim 10 but fails to disclose wherein said left DCC device is provided with one or 
more eyelets adapted to receive said straps. 

However, Gellman teaches an implantable device provided with one or more 
eyelets adapted to receive said straps, fasteners (Paragraph [0047]). 

17. A person of ordinary skill in the art, upon reading the reference, would have 
recognized the desirability of securing the DCC utilizing eyelets to achieve cardiac 
compression thereby increasing stability during immediate post operation, prior to 
biointegration of the DCC. Thus, it would have been obvious to a person having 
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ordinary skill in the art at the time of the invention to try securing method as taught by 
Gellman, as a person with ordinary skill has good reason to pursue the known options 
within his or her technical grasp. 

18. Claim(s) 1 8 and 20 - 22 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Woodard et al. (WO 98/55165, herein Woodard) in view of Rubin 
(US 5,910,124) and further in view of Grooters (US 5,131,905). 

Regarding claim 18, Woodard discloses a method of treating a failing heart 
comprising the steps of: introducing a left implantable direct cardiac compression (DCC) 
device; said left DCC device having a body comprising a flexible frontal cardiac 
compression wall, 95, and a rear wall, 94, together defining a pressurizable chamber, A, 
B, C, D, or E, said left DCC device rear wall being stiffer than said left DCC device 
cardiac compression wall; introducing a right direct cardiac compression (DCC) device 
through said incision into the pericardial space of the patient, said right DCC having a 
body comprising a flexible frontal cardiac compression wall, 95, and a rear wall, 94, 
together defining a pressurizable chamber, A, B, C, D, or E, said right DCC device rear 
wall being stiffer than said right DCC device cardiac compression wall, positioning said 
right DCC device cardiac compression wall against the right ventricle of the heart; 
positioning said left DCC device cardiac compression wall against the left ventricle of 
the heart, and periodically pressurizing said chamber of each of said left and right DCC 
devices to assist contraction of the left and right ventricles during systole (Woodard: 
Page 40, Line 1 4 - Page 41 , Line 1 9 & Figure 1 2 & Figure 1 4). 
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Woodard fails to disclose creating an incision through the chest of a patient to be 
treated, said incision extending through the pericardium of the patient; introducing a left 
implantable direct cardiac compression (DCC) device through said incision into the 
pericardial space of the patient or said right DCC device being provided with at least 
one strap extending from opposing lateral sides of said right DCC device body; 
extending said strap(s) around the heart and the left DCC device body; fastening said 
strap(s) to secure said left and right DCC devices to the left and right ventricles 
respectively. 

However, Rubin teaches a method that includes creating an incision through the 
chest of a patient to be treated, said incision extending through the pericardium of the 
patient; introducing a left implantable direct cardiac compression (DCC) device through 
said incision into the pericardial space of the patient (Col. 3, Lines 15-49). 
19. A person of ordinary skill in the art, upon reading the reference, would have 
recognized the desirability of improved methods of implantation as taught by Rubin to 
achieve effective implantation of the cardiac assist device. Thus, it would have been 
obvious to a person having ordinary skill in the art at the time of the invention to try the 
improved implantation method as taught by Rubin, as a person with ordinary skill has 
good reason to pursue the known options within his or her technical grasp. 

Woodard in view of Rubin fails to disclose said right DCC device being provided 
with at least one strap extending from opposing lateral sides of said right DCC device 
body; extending said strap(s) around the heart and the left DCC device body; fastening 
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said strap(s) to secure said left and right DCC devices to the left and right ventricles 
respectively. 

However, Grooters teaches said right DCC device being provided with at least 
one strap extending from opposing lateral sides of said right DCC device body; 
extending said strap(s) around the heart and the left DCC device body; fastening said 
strap(s) to secure said left and right DCC devices to the left and right ventricles 
respectively (Col. 3, Lines 29 - 33). 

20. A person of ordinary skill in the art, upon reading the reference, would have 
recognized the desirability of securing the DCC utilizing straps to achieve cardiac 
compression. Thus, it would have been obvious to a person having ordinary skill in the 
art at the time of the invention to try securing method as taught by Grooters, as a 
person with ordinary skill has good reason to pursue the known options within his or her 
technical grasp. 

Regarding claim 20, Woodard discloses wherein said left and right DCC devices 
are further secured to the left and right ventricles by biointegration of said cardiac 
compression walls with the ventricles (Woodard: Page 41, Lines 15-19). 

Regarding claim 21, Woodard discloses wherein said left DCC device is 
provided with two flexible flaps, 107, one said flap extending from a lateral side of said 
left DCC device body, the other said flap extending from an opposing lateral side of said 
left DCC body, said method further comprising the step of securing said flaps to the left 
ventricle (Woodard: Page 41 , Lines 1 5 - 1 9 & Figure 1 2). 
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Regarding claim 22, Woodard discloses wherein said flaps are trimmed prior to 
being introduced (Woodard: Page 41 , Lines 6 - 9). 

21 . Claim 19 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Woodard et al. (WO 98/55165, herein Woodard) in view of Rubin (US 5,910,124), 
further in view of Grooters (US 5,131,905) as applied to claim 18 above, and further in 
view of Gellman et al. (US 6,042,534, herein Gellman). 

Regarding claim 19, Woodard in view of Grooters and further in view of Grooters 
fails to disclose wherein said strap(s) is/are threaded through at least one eyelet 
provided on the left DCC device. 

However, Gellman teaches wherein said strap(s), fasteners, is/are threaded 
through at least one eyelet provided on the left DCC device (Paragraph [0047]). 

22. A person of ordinary skill in the art, upon reading the reference, would have 
recognized the desirability of securing the DCC utilizing straps threaded through eyelets 
to achieve stabilized cardiac compression. Thus, it would have been obvious to a 
person having ordinary skill in the art at the time of the invention to try securing method 
as taught by Gellman, as a person with ordinary skill has good reason to pursue the 
known options within his or her technical grasp. 

Conclusion 

23. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Anstadt; Mark P. et al., (US 2006/0142634) Hunyor; Stephen 
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Nicholas et al., (US 6,918,870) Snyders; Robert V., (US 5,169,381) Kazi; Arif et al., 
(US 6,206,820), Li (US 2005/0240075). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to LUTHER G. BEHRINGER whose telephone number is 
(571)270-3868. The examiner can normally be reached on Mon - Thurs 8:00 - 5:30; 
2nd Friday 8:00 - 4:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Terrell McKinnon can be reached on (571) 272-4797. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Luther Behringer 
January 23, 2008 
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